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Contact Person: D. Duersteler 

Date Prepared: August 23, 2002 

Device Name: GE Road Warrior PET CT Imaging System. 
Emission Computed Tomography System, 21 CFR 892.1200, 90-KPS 

Marketed Device: GE Medical Systems GE Discovery LS Positron Emission Tomography System, 51 O(k) 
Number K010641, currently in commercial distribution. 

Device Description: The GE Road Warrior PET CT Imaging System integrates a GE Positron Emission 
Tomography system and a GE Lightspeed Ultra CT System. In addition to providing CT and PET stand- 
alone capabilities, it uses the CT images to correct for non-uniform attenuation of the PET images and to 
facilitate localization of the emission activity in the patient anatomy. 

Indications for Use: The GE Road Warrior PET CT Imaging System is intended for use in head and whole 
body attenuation corrected Positron Emission Tomography (PET) imaging, facilitating localization of 
emission activity in the patient anatomy by means of integrated CT and PET images, and stand alone 
head and whole body multislice X-ray computed tomography diagnostic imaging. 

Comparison with Predicate Device: The GE Road Warrior PET CT Imaging System is of a comparable 
type and substantially equivalent to the currently marketed GE Discovery L S  CT-PET System. It has the 
same technological characteristics, is comparable in key safety and effectiveness features, uses the same 
basic design, construction, and materials, and has the same intended uses as the predicate device. 

Summarv of Studies: The device has been evaluated for electrical, mechanical, and radiation safety, and 
conforms with applicable medical device safety standards. 

Clinical Tests: None required 

Conclusion: Intended uses and other key features are consistent with traditional clinical practice, FDA 
guidelines, and established methods of patient examination. Intended uses and fundamental scientific 
technology are the same as the legally marketed GE Discovery LS CT-PET System. The design and 
development process of the manufacturer conforms with 21 CFR 820, IS0 9001 and EN 46001 quality 
systems. The device conforms to applicable medical device safety standards and compliance is verified 
through independent evaluation with factory surveillance. Therefore, it is the opinion of GE Medical 
Systems that the GE Road Warrior PET CT Imaging System is substantially equivalent with respect to 
safety and effectiveness to devices currently cleared for market. 
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MI-. David Duersteler Re: KO22872 
Safety and Regulatory Engineering 
GE Medical Systems 
P.O. Box 414 
MILWAUKEE WI 53201 

‘Irade/Device Name: GE Road Warrior PET 
CT Imaging System 

Regulation Number: 21 CFR 892.1200 
Regulation Name: Emission conputed 

Regulatory Class: I1 
Product Code: 90 KPS 
Dated: August 23,2002 
Received: August 29,2002 

tomography system 

Dear Mr. Duersteler: 

We have reviewed your Section 5 10(k) premarket notification of intent to niarket the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
coniiiierce prior to May 28, 1976, tlie enactment date of the Medical Device Amendments, or to 
devices that have been reclassified i n  accordance with the provisions of tlie Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a preiiiarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of tlie Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, arid prohibitions against misbranding aiid 
ad 11 1 t era t io 11. 

If your device is classified (see above) into either class I1 (Special Controls) or class 111 (PMA), 
i t  may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts SO0 to 898. I n  addition, FDA may 
publish further aiinounceIiieiits concerniiig your device in tlie Federal Register. 

I’lease be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device coinplies with other requirements of tlie Act 
01- any ledetal statutes arid rcgulatioris administered by other Federal agencies. You must 
coiiipl), wit11 all tlic Act’s requircmcrits, including, but not limited to: registration and listing 
(2 1 C1*‘1< I’art 807); labeling (2 1 CFK Part 80 I ) ;  good manufacturing practice requirenients as set 
for-th in  thc quality systems ( Q S )  regulation (2 I C l > R  Part 820); and i f  applicable, the electronic 
product racliatioii contr-oI pro\Jisions (sections 53 1-542 of tlie Act); 21 C1-It 1000-1 050. 
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This letter will allow you to begin marketing your device as described in your 5 10(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol),  please 
contact the Office of Compliance at one of the following numbers, based on the regulation 
number at the top of this letter: 

8xx. 1 xxx (301) 594-4591 
876.2xxx, 3xxx, 4xxx, 5xxx (301) 594-4616 
884.2xxx, 3xxx, 4xxx, Sxxx, 6xxx (301) 594-4616 
892.2xxx, 3xxx, 4xxx, Sxxx (30 1) 594-4654 
Other (301) 594-4692 

Additionally, for questions on the promotion and advertising of your device, please contact the 
Office of Compliance at (30 1) 594-4639. Also, please note the regulation entitled, "Misbranding 
by reference to preinarket notification" (21 CFR Part 807.97). Other general information 011 

your responsibilities under the Act may be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 
or at its Internet address http://www.fda.gov/cdrlddsmddsmamain.l~tnd. 

Sincerely yours, 

Nancy C. dkogdon 
Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Abdominal, and Radiological Devices 

Enclosure 
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STATEMENT OF INTENDED USE 

510(k) Number (if known): 

Device Name: GE Road Warrior PET CT Imaging System 

Indications for Use 
The GE Road Warrior PET CT Imaging System is intended for use in head and whole body attenuation 
corrected Positron Emission Tomography (PET) imaging, facilitating localization of emission activity in the 
patient anatomy by means of integrated CT and PET images, and stand alone head and whole body 
multislice X-ray computed tomography diagnostic imaging. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use / OR Over-The-Counter Use 
(Per 21 CFR 801-109) 
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